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BILLING CODE 6560-50-P

ENVIRONMENTAL PROTECTION AGENCY

40 CFR Part 180

[EPA-HQ-OPP-2016-0538; FRL-9982-42]

Bixafen; Pesticide Tolerances

AGENCY: Environmental Protection Agency (EPA).

ACTION: Finalrule.

SUMMARY: This regulation establishes tolerances for residues of bixafen in oron multiple
commodities which are identified and discussed laterin this document. FMC Corporation
requested thesetolerances underthe Federal Food, Drug, and Cosmetic Act (FFDCA).

DATES: Thisregulationiseffective [insert date of publication in the Federal Register].
Objections and requests for hearings must be received on or before [ insert date 60 days after
dateof publication in the Federal Register] and must be filed in accordance with the instructions
providedin 40 CFR part 178 (see also Unit|.C. of the SUPPLEMENTARY INFORMATION).
ADDRESSES: The docket forthisaction, identified by docketidentification (ID) number EPA-HQ-
OPP-2016-0538, is available at http://www.regulations.gov or at the Office of Pesticide
Programs Regulatory Public Docket (OPP Docket) in the Environmental Protection Agency
Docket Center (EPA/DC), West William Jefferson Clinton Bldg., Rm. 3334, 1301 Constitution
Ave., NW., Washington, DC 20460-0001. The PublicReadingRoomisopenfrom8:30 a.m. to
4:30 p.m., Monday through Friday, excludinglegal holidays. The telephone numberforthe
PublicReading Roomis (202) 566-1744, andthe telephone numberforthe OPP Docketis (703)
305-5805. Please review the visitorinstructions and additional information about the docket

available at http://www.epa.gov/dockets.



FOR FURTHER INFORMATION, CONTACT: Michael Goodis, Registration Division (7505P), Office
of Pesticide Programs, Environmental Protection Agency, 1200 Pennsylvania Ave.,NW.,
Washington, DC 20460-0001; main telephonenumber:(703) 305-7090; email address:
RDFRNotices@epa.gov.

SUPPLEMENTARY INFORMATION:

I. General Information

A. Does this Action Apply to Me?

You may be potentially affected by this actionif you are an agricultural producer, food
manufacturer, or pesticide manufacturer. The followinglist of North American Industrial
Classification System (NAICS) codesis notintended to be exhaustive, but rather provides a guide
to helpreaders determine whetherthis document applies tothem. Potentially affected entities
may include:

¢ Crop production (NAICS code 111).

¢ Animal production (NAICS code 112).

¢ Food manufacturing (NAICS code 311).

e Pesticide manufacturing (NAICS code 32532).

B. How Can | Get Electronic Access to Other Related Information ?

You may access a frequently updated electronicversion of EPA’s tolerance regulations

at 40 CFR part 180 through the Government Printing Office’s e-CFR site at

http://www.ecfr.gov/cgi-bin/text-idx ?&c=ecfr&tpl=/ecfrbrowse/Title40/40tab_02.tpl.

C. How Can I File an Objection or Hearing Request?
Under FFDCA section 408(g), 21 U.S.C. 346a, any person may file an objectiontoany
aspectof thisregulationand may also request a hearing on those objections. You mustfile your

objection orrequest ahearingonthisregulationinaccordance withthe instructions providedin



40 CFR part 178. To ensure properreceipt by EPA, you mustidentify docket ID number EPA-HQ-
OPP-2016-0538 inthe subjectline on the first page of yoursubmission. All objectionsand
requests fora hearing mustbe in writingand must be received by the Hearing Clerk on or
before [insert date 60 days after date of publication in the Federal Register]. Addresses for mail
and hand delivery of objections and hearing requests are provided in 40 CFR 178.25(b).

In additiontofilingan objection or hearingrequest with the Hearing Clerk as described
in40 CFR part 178, please submita copy of the filing (excluding any Confidential Business
Information (CBI)) forinclusion in the publicdocket. Information not marked confidential
pursuantto 40 CFR part 2 may be disclosed publicly by EPA without prior notice. Submitthe
non-CBI copy of yourobjection or hearing request, identified by docket ID number EPA-HQ-OPP-
2016-0538, by one of the following methods:

e FederaleRulemaking Portal. http://www.regulations.gov. Follow the online
instructions for submitting comments. Do not submitelectronically any information you
considertobe CBlor other information whose disclosureis restricted by statute.

* Mail: OPP Docket, Environmental Protection Agency Docket Center (EPA/DC),

(28221T), 1200 Pennsylvania Ave., NW., Washington, DC 20460-0001.

¢ Hand Delivery: To make special arrangements for hand delivery or delivery of boxed
information, please follow the instructions at http://www.epa.gov/dockets/contacts.html.
Additional instructions on commenting or visiting the docket, along with more information
aboutdockets generally, is availableat http://www.epa.gov/dockets.
Il. Summary of Petitioned-ForTolerance

In the Federal Register of November 30,2016 (81 FR 86312) (FRL-9954-06), EPA issued a
document pursuantto FFDCA section 408(d)(3), 21 U.S.C. 346a(d)(3), announcingthe filingof a

pesticide petition (PP 6F8475) by FMC Corporation. The petition requested that 40 CFR part 180



be amended by establishing tolerances forresidues of the fungicide bixafen, N-(3',4'-dichloro-5-
fluoro[1,1'-biphenyl]-2-yl)-3-(difluoromethyl)-1-methyl-1H-pyrazole-4-carboxamide, in oron
cattle, fatat 0.5 parts per million (ppm); cattle, kidney at 0.3 ppm; cattle, liverat 1.5 ppm; cattle,
muscle at 0.15 ppm; grain, aspirated fractions at 80 ppm; grain, cereal, forage, fodderand straw,
group 16 (exceptrice),forage at4.0 ppm; grain, cereal, forage, fodderand straw, group 16
(exceptrice), hayat5.0 ppm; grain, cereal, forage, fodderand straw, group 16 (exceptrice),
stoverat 6.0 ppm; grain, cereal, forage, fodderand straw, group 16 (exceptrice), straw at 7.0
ppm;grain, cereal, group 15 (exceptrice and sorghum) at 0.15 ppm; milk at 0.1 ppm; oilseed,
rapeseed subgroup 20A at 0.15 ppm; peanut, hay at 10.0 ppm; peanut, nutmeatat0.02 ppm;
peanut, refined oilat 0.04 ppm; poultry, eggs at 0.02 ppm; poultry, fatat 0.02 ppm; poultry,
liverat0.02 ppm; poultry, muscle at 0.02 ppm; sorghum, grain at 3.0 ppm; soybean, hulls at
0.15 ppm; soybean, seed at 0.06 ppm; sugar beet, dried pulp at 1.0 ppm; vegetable, root
subgroup 1A at 0.2 ppm and vegetable, tuberous and corm subgroup 1C at 0.02 ppm. That
documentreferenced asummary of the petition prepared by FMC Corporation, the registrant,
whichisavailable inthe docket, http://www.regulations.gov. There were nocomments
receivedinresponsetothe notice of filing.

Based uponreview of the data supportingthe petition, EPA is establishing tolerances
that vary from those proposed. The reason for these changes are explained in Unit IV.D.
lll. Aggregate Risk Assessment and Determination of Safety

Section 408(b)(2)(A)(i) of FFDCA allows EPA to establish atolerance (the legal limitfora
pesticide chemical residue inoronafood) onlyif EPA determines thatthe tolerance is “safe.”
Section 408(b)(2)(A)(ii) of FFDCA defines “safe” to mean that “there isa reasonable certainty
that no harm will result from aggregate exposureto the pesticide chemical residue, including all

anticipated dietary exposures and all other exposures forwhichthereis reliableinformation.”



Thisincludes exposure through drinking waterand in residential settings, but does notinclude
occupational exposure. Section 408(b)(2)(C) of FFDCA requires EPA to give special consideration
to exposure of infants and children to the pesticide chemical residue in establishing a tolerance
and to “ensure that there is a reasonable certainty that no harm will resulttoinfants and
children from aggregate exposure to the pesticide chemical residue....”

Consistent with FFDCA section 408(b)(2)(D), and the factors specified in FFDCA section
408(b)(2)(D), EPA has reviewed the available scientificdataand otherrelevantinformationin
support of this action. EPA has sufficient datato assess the hazards of and to make a
determination on aggregate exposure for bixafen including exposure resulting from the
tolerances established by this action. EPA's assessment of exposures and risks associated with
bixafen follows.

A. Toxicological Profile

EPA has evaluated the available toxicity data and considered its validity, completeness,
and reliability as well as the relationship of the results of the studies to humanrisk. EPA has also
considered availableinformation concerning the variability of the sensitivities of major
identifiable subgroups of consumers, including infants and children.

Following repeated oral administration of bixafen, the liver was the primary target
organ inmice, rats and dogs. Increased liver weights and hepatocellular hyp ertrophy were
observedinall speciestested and were considered to reflect hepatic microsomal enzyme
induction. Also, in several studies, there was evidenceforliver toxicity based on clinical
chemistry changes (increased serum alkaline phosphatase and cholesterol, decreased serum
albumin) and histopathological changes (hepatocellular pigmentation, degeneration and
necrosis). In mice and rats, the thyroid was an additional targetin the subchronicand chronic

studies, with effects such asincreased thyroid weight, follicular cell hypertrophy and follicular



cell hyperplasiaobserved. Thyroid toxicity was seen only in the presence of liver effects, either
adverse effects (such as hepatocellularsingle-cell degeneration/necrosis) or adaptive effects
(suchas increased liver weights with enzyme changes, hepatocellular hypertrophy). This
correlation suggested they thyroid effects are secondary to the liver effects viaenhanced
hepaticclearance of thyroid hormones. This suggestion was supported by a 14-day mechanistic
studyinrats in which a markedinduction of phase | and Il hepaticenzymes, aslight reduction of
thyroid hormone (T3, T4) levels and asignificantincrease of TSHlevels were observed at 150
mg/kgbodyweight perday, the only dose tested. Since thyroid toxicity was seen in the absence
of adverse liver effects in studies such as the subchronicand chronicrat studies, a primary
adverse effectonthe thyroid cannot be ruled out. However, no studies are available to address
potential susceptibility in the youngto potential thyroid toxicity. As aresult, the needfora
Comparative Thyroid Assay (CTA) was considered. However, given risk estimates are well below
the Agency’s level of concern (LOC) even when using conservative exposure assumptions, the
Agency concluded thata CTA is not required at this time. This conclusion, however, may be
revisited should the use pattern change orif updated risk estimates reach a point where the
PODs usedin the risk assessmentare nolonger protective of potential lif e-stage susceptibility.
From the prenatal developmentalstudies, itis apparentthat evidence of increased
guantitative susceptibility in offspring was observed in the database. The prenatal
developmental study in the rat showed decreased fetalbody weights at a dose that produced
no adverse effectsinthe dam. Similarly, the prenatal developmentalstudy in the rabbit showed
decreased fetal body weightin the absence of maternal toxicity. Inthe rat 2-generation
reproduction study, however, parental toxicity (decreased body weightandincreased liver
weight with centrilobularand diffuse hypertrophy) and offspring toxicity (decreased F, and F,

pup body weights) occurred at the same dose level.



An acute neurotoxicity studyin the adultratindicated decrease d motor activity in both
sexesand decreased rearing counts in females at a high dose level (1,000mg/kg/day). A
subchronicneurotoxicity study was not available, and no evidence of neurotoxicity was
observedinotherstudiesinthe database.

Bixafen did not produce evidence of mutagenicity or clastogenicity inthe required
battery of studies. The available mouse carcinogenicity study produced no treatment-related
tumorsin the presence of othertoxicity such as organ weight changes with histopathologyin
boththe liverand thyroid. Thus, bixafenis classified as “not likely to be carcinogenicto
humans.”

Bixafen has low acute oral, dermal, and inhalation toxicity. Bixafenis notan acute eye
irritantand is neitheradermalirritantnora dermal sensitizer. Specificinformation on the
studies received and the nature of the adverse effects caused by bixafen as well as the no-
observed-adverse-effect-level (NOAEL) and the lowest-observed-adverse-effect-level (LOAEL)
fromthe toxicity studies can be found at http.//www.regulations.gov in the document Bixafen.
Human Health Risk Assessment for Section 3 Registration and Tolerance Requests foraNew
Active Ingredient Proposed for Use on Cereal Grains, Group 15 (ExceptRice); Forage, Fodderand
Straw of Cereal Grains, Group 16 (ExceptRice); Peanut; Soybean; Root Vegetable Subgroup 1A;
and Tuberous and Corm Vegetable Subgroup 1C at pages 14 - 23 indocket ID number EPA-HQ-
OPP-2016-0538.

B. Toxicological Points of Departure/Levels of Concern

Once a pesticide’s toxicological profile is determined, EPA identifies toxicological points
of departure (POD) and levels of concern to use in evaluating the risk posed by human exposure
to the pesticide. Forhazards that have a threshold below whichthere is no appreciable risk, the

toxicological PODis used as the basis for derivation of reference values for risk assessment.



PODs are developed based on a careful analysis of the doses in each toxicological study to
determine the dose at which no adverse effects are observed (the NOAEL) and the lowest dose
at which adverse effects of concern are identified (the LOAEL). Uncertainty/safety factors are
usedinconjunction withthe PODto calculate asafe exposure level - generally referredtoas a
population-adjusted dose (PAD) orareference dose (RfD) - and a safe margin of exposure
(MOE). For non-threshold risks, the Agency assumes that any amount of exposure will lead to
some degree of risk. Thus, the Agency estimatesriskinterms of the probabilityof an
occurrence of the adverse effect expectedinalifetime. For more information on the general
principles EPA usesinrisk characterization and acomplete description of the risk assessment
process, see http://www2.epa.gov/pesticide-science-and-assessing-pesticide-risks/assessing-
human-health-risk-pesticides.

A summary of the toxicological endpoints for bixafen used forhumanrisk assessmentis
showninTable 1 of this unit.

Table 1. --Summary of Toxicological Doses and Endpoints for bixafen for use in Human Health
Risk Assessment

Exposure/Scenario Point of Departure and RfD, PAD, Study and Toxicological
Uncertainty/Safety LOC for Effects
Factors Risk
Assessment




Acute dietary NOAEL= 250 mg/kg/day | Acute RfD= | Acute Neurotoxicity Studyin
2.5 rats;
(General population | UF, = 10x mg/kg/day
includinginfants MRID 49877279
and children) UF, = 10x
LOAEL = 1,000 mg/kg/day
FQPASF = 1x aPAD= 2.5 | basedon statistically
mg/kg/day | significantdecreasesin motor
activityin both sexesand
decreasedrearing countsin
females approximately 4
hours followingasingle oral
dose
Chronicdietary NOAEL= 2.8 mg/kg/day ChronicRfD | Chronic/Carcinogenicity
=0.03 Studiesin Rats; MRIDs
(All populations) UF, = 10x mg/kg/day | 49877272, 49877273
UFy, = 10x LOAEL = 17.4 mg/kg/day
FQPASF = 1x PAD = 0.03 base'd on thyroid effects
(follicular cell hypertrophy,
mg/kg/day

alteration of the thyroid
colloidatinterimand
terminal sacrifice)

Cancer (Oral,
dermal, inhalation)

Classification: “Not likely to be carcinogenic to humans” based onan
absence of tumorsin the rat chronic/oncogenicity and mouse

carcinogenicity studies.

FQPA SF = Food Quality Protection Act Safety Factor. mg/kg/day = milligram/kilogram/day. PAD
= population adjusted dose (a=acute, c = chronic). RfD = reference dose. UF = uncertainty
factor. UF, = extrapolation from animal to human (interspecies). UF, = potential variationin

sensitivity among members of the human population (intraspecies).

C. Exposure Assessment

1. Dietary exposure from food and feed uses. In evaluating dietary exposureto bixafen,

EPA considered exposure under the petitioned-fortolerances. EPA assessed dietary exposures

from bixafeninfood as follows:




i.Acute exposure. Quantitative acute dietary exposure and risk assessments are
performed fora food-use pesticide, if atoxicological study hasindicated the possibility of an

effect of concern occurringas a result of a 1-day or single exposure.

Such effects were identified for bixafen. In estimating acute dietary exposure, EPA used
food consumptioninformation fromthe United States Department of Agriculture (USDA)
Nationwide Health and Nutrition Examination Survey, What We Eat in America
(NHANES/WWEIA) conducted from 2003-2008. Asto residue levelsinfood, the acute dietary
analysis was obtained from the Dietary Exposure Evaluation Model using the Food Commodity
Intake Database (DEEM-FCID; version 3.16). The assessmentis based on tolerance-level residues
and 100% crop treated (100 PCT) estimates forall commodities.

ii. Chronicexposure. In conducting the chronicdietary exposureassessment EPA used
the food consumption datafrom the USDA NHANES/WWEIA conducted from 2003-2008. As to
residue levelsinfood, the chronicdietary analysis was obtained from the Dietary Exposure
Evaluation Model using the Food Commodity Intake Database (DEEM-FCID; version 3.16). The
assessmentis based on tolerance-level residues and 100 PCT estimates forall commodities.

iii. Cancer. Based on the data summarizedin Unitlll.A., EPA has concluded that bixafen
doesnotpose a cancer riskto humans. Therefore, adietary exposure assessment forthe
purpose of assessing cancerriskis unnecessary.

iv. Anticipated residue and percent crop treated (PCT) information. EPA did not use
anticipated residueand/or PCTinformation in the dietary assessment for bixafen. Tolerance-
level residuesand 100 PCT were assumed for all food commodities.

2. Dietary exposure from drinking water. The Agency used screening-level water
exposure modelsinthe dietary exposure analysis and risk assessment for bixafen in drinking

water. These simulation models take into account data on the physical, chemical, and



fate/transport characteristics of bixafen. Furtherinformation regarding EPA drinking water
models usedin pesticide exposure assessment can be found at http://www?2.epa.gov/pesticide-
science-and-assessing-pesticide-risks/about-water-exposure-models-used-pesticide.

The Tier Il Pesticide in Water Calculator (PWCversion 1.52) and Tier| Pesticide Root
Zone Model Ground Water (PRZM GW) was used for calculating surface waterand ground water
EDWCs respectively. The driver fordrinking water exposure isfrom surface waterand the EDWC
of bixafen foracute exposure is estimated to be 16.3 parts per billion (ppb). For chronic
exposure fornon-cancerassessment, itis estimated tobe 15.2 ppb for surface water.

Modeled estimates of drinking water concentrations were directly entered into the
dietary exposure model. Foracute dietary risk assessment, the water concentration value of
16.3 ppb was used to assessthe contribution to drinking water. Forchronicdietary risk
assessment, the water concentration of value 15.2 ppb was used to assess the contribution to
drinking water.

3. From non-dietary exposure. The term “residential exposure” is used in thisdocument
to referto non-occupational, non-dietary exposure (e.g., forlawn and garden pest control,
indoor pest control, termiticides, and flea and tick control on pets).

Bixafenis not proposed norisit registered forany specificuse patterns that would
resultinresidential exposure.

4. Cumulative effects from substances with a common mechanism of toxicity . Section
408(b)(2)(D)(v) of FFDCA requires that, when considering whether to establish, modify, or
revoke atolerance, the Agency consider “availableinformation” concerning the cumulative
effects of a particular pesticide's residues and “other substances that have acommon

mechanism of toxicity.”



EPA has not found bixafen to share acommon mechanism of toxicity with any other
substances, and bixafen does notappearto produce a toxic metabolite produced by other
substances. Forthe purposes of this tolerance action, therefore, EPA has assumed that bixafen
does nothave a common mechanism of toxicity with othersubstances. Forinformation
regarding EPA's efforts to determine which chemicals have acommon mechanism of toxicity
and to evaluate the cumulative effects of such chemicals, see EPA's website at
http://www2.epa.gov/pesticide-science-and-assessing-pesticide-risks/cumulative-assessment-
risk-pesticides.

D. Safety Factor forInfants and Children

1. Ingeneral.Section 408(b)(2)(C) of FFDCA provides that EPA shall apply an additional
tenfold (10X) margin of safety forinfants and children in the case of threshold effects to account
for prenatal and postnatal toxicity and the completeness of the database on toxicity and
exposure unless EPA determines based onreliable datathat a different margin of safety will be
safe for infants and children. This additional margin of safety iscommonly referred to as the
FQPA Safety Factor (SF). In applying this provision, EPA eitherretains the default value of 10X, or
usesa different additional safety factor when reliable data available to EPA supportthe choice
of a different factor.

2. Prenataland postnatalsensitivity. The prenatal developmental toxicity studies
showed effectsinthe fetus (decreased body weights) at dose levels that were lower than that of
the observed maternal toxicity (decreased body weights). However, concerns for potential pre -
and postnatal susceptibility from the developmental and reproduction studies are low because
clear NOAELs and LOAELs existforthese developmental effects, and the PODs and endpoints

selected forrisk assessment are protective of potential toxicity in offspring.



3. Conclusion. EPA hasdeterminedthatreliable datashow the safety of infants and
children would be adequatelyprotected if the FQPA SFwere reduced to 1X. That decisionis
based on the following findings:

i. The toxicity database for bixafen is considered complete at this time. The following
acceptable studies are available to support this determination: a prenatal developmental
toxicity study in rabbits, a prenatal developmental toxicity study in rats, atwo-generation
reproduction study inrats and an acute neurotoxicity study. The following study waivers were
accepted, and it was determined that these studies are not required at this time: subchronic
inhalation, subchronicneurotoxicity, and animmunotoxicity study. As summarized in UnitlIl.A.,
EPA determined thatthe CTA studyis not required at this time.

ii. Anacute neurotoxicity study inthe adultratindicated decreased motoractivityin
both sexes and decreased rearing countsin females ata high dose level (1,000 mg/kg/day). A
subchronic neurotoxicity study was not available, and no evidence of neurotoxicity was
observedinotherstudiesinthe database. Concernforneurotoxicityislow, andthusno
developmental neurotoxicity study or FQPA 10X SFis necessary, because (1) signs of
neurotoxicity in the database occuronly at a high dose level, do notinclude neuropathology; (2)
aclear and well-defined NOAEL has been established; and (3) the PODs used for risk assessment

are protective of neurotoxicity seen in the database.

iii. There is evidence of increased prenatal quantitative susceptibility of the developing
offspringinthe toxicologydatabase for bixafen. Developmental toxicity (reduced fetal body
weight) was seen at doses that caused no maternal toxicity in both rats and rabbits. However,
clear NOAELs and LOAELs exist forthese developmental effects, and the endpointsand PODs
selectedforrisk assessment are protective of these effects. Inthe 2-generation reproduction

toxicity study, toxicity in the offspring (decreased F, and F, pup body weights) occurred atthe



same level where parental toxicity (decreased body weight) was observed, and susceptibility
was notdemonstrated. The subchronicand chronicrat studiesin the database indicate thyroid
toxicity (epithelial cell hypertrophy) at the LOAELs, and no studies are available to address
potential susceptibility in the youngto potential thyroid toxicity. Asaresult, the need fora CTA
was considered. However, given risk estimates are well below the Agency’s level of concern
even when using conservative exposure assumptions and that furtherrefinement of exposure
estimates wouldyield even greater margins of safety, the Agency concluded thata CTA is not
required at thistime.

iv. There are noresidual uncertainties identified in the exposure databases. The
unrefined dietary risk assessments are based on high-end assumptions such as tolerance- level
residues, 100PCT assumptions, and modeled, high-end estimates of residues in drinking water.
EPA made conservative (protective) assumptionsinthe ground and surface water modeling
used to assess exposure to bixafenin drinking water. These assessments will not underestimate
the exposure and risks posed by bixafen.

E. Aggregate Risks and Determination of Safety

EPA determines whetheracute and chronic dietary pesticide exposures are safe by
comparing aggregate exposure estimatestothe acute PAD (aPAD) and chronic PAD (cPAD). For
linear cancerrisks, EPA calculates the lifetime probability of acquiring cancergiventhe
estimated aggregate exposure. Short-, intermediate-, and chronic-termrisks are evaluated by
comparingthe estimated aggregate food, water, and residential exposure to the appropriate
PODsto ensure that an adequate MOE exists.

1. Acuterisk. Usingthe exposure assumptions discussed in this unitforacute exposure,
the acute dietary exposurefromfood and waterto bixafen will occupy <1% of the aPAD for

children 1-2years of age, the population group receiving the greatest exposure.



2. Chronicrisk. Usingthe exposure assumptions described in this unitforchronic
exposure, EPA has concluded that chronicexposure to bixafen from food and water will utilize
20% of the cPAD for children 1-2years of age the population group receiving the greatest
exposure.

3. Short-termrisk. Short-term aggregate exposure takesinto accountshort-term
residential exposure plus chronicexposure to food and water (considered to be a background
exposure level). Ashort-term adverse effect was identified; however, bixafenis not proposed
for any use patternsthat would resultin short-termresidential exposure. Short-termriskis
assessed based on short-term residential exposure plus chronic dietary exposure. Because
thereisno short-termresidential exposureand chronicdietary exposure has already been
assessed underthe appropriately protective cPAD (whichis atleast as protective as the POD
used to assess short-termrisk), no further assessment of short-termriskis necessary, and EPA
relies onthe chronicdietary risk assessment for evaluating short-termrisk for bixafen.

4. Intermediate-termrisk. Intermediate-term aggregate exposuretakesintoaccount
intermediate-term residential exposure plus chronicexposure to food and water (considered to
be a background exposure level).

An intermediate-term adverse effect was identified; however, bixafen is not proposed
for any use patternsthat would resultinintermediate-term residential exposure. Intermediate-
termrisk isassessed based onintermediate-term residential exposure plus chronicdietary
exposure. Because there is nointermediate-termresidential exposure and chronicdietary
exposure has already been assessed under the appropriately protective cPAD (whichis atleast
as protective as the POD used to assess intermediate-termrisk), no furtherassessment of
intermediate-termriskis necessary, and EPArelies on the chronicdietary risk assessment for

evaluatingintermediate-termrisk for bixafen.



5. Aggregate cancerrisk for U.S. population. Based on the lack of evidence of
carcinogenicity in two adequate rodent carcinogenicity studies, bixafen is not expected to pose
a cancer riskto humans.

6. Determination of safety. Based onthese risk assessments, EPA concludesthatthere
isa reasonable certainty that no harm will result to the general population, ortoinfants and
children from aggregate exposure to bixafen residues.

IV. Other Considerations
A. Analytical Enforcement Methodology.

Adequate enforcement methodology (Analytical Methods 00983 and 01063, high-
performance liquid chromatography methods with tandem mass spectrometry detection
(LC/MS/MS)) is available as an enforcement method for determination of residues of bixafen
and its metabolite bixafen-desmethyl.

B. International Residue Limits

In makingitstolerance decisions, EPA seeksto harmonize U.S. tolerances with
international standards whenever possible, consistent with U.S. food safety standards and
agricultural practices. EPA considersthe international maximum residue limits (MRLs)
established by the Codex Alimentarius Commission (Codex), as required by FFDCA section
408(b)(4). The Codex Alimentariusisajoint United Nations Food and Agriculture
Organization/World Health Organization food standards program, and itis recognized as an
international food safety standards-setting organization in trade agreements to which the
United Statesisa party. EPA may establish atolerance thatis differentfromaCodex MRL;
however, FFDCA section 408(b)(4) requires that EPA explain the reasons for departing from the

Codexlevel.



The Codex has established MRLs for bixafen in oron barley and oats at 0.4 ppm; the U.S.
tolerance forgrain, cereal, group 15, exceptrice and grain sorghum at 0.40 ppmis harmonized
withthose MRLs. Codex has also established MRLs forrye, wheat, and wheat bran at 0.05 ppm,
whichis not harmonized withthe U.S. tolerances forgroup 15 because use consistent with
approved labeling could resultin exceedances. Codex has also established MRLs for barley
straw and fodder, dry at 20 ppm; oat straw and fodder, dry at 20 ppm; rye straw and fodder, dry
at 20 ppm; and wheat straw and fodder, dry at 20 ppm. The U.S. tolerance forgrain, cereal,
forage, fodderand straw, group 16, exceptrice at 20 ppm is harmonized with those Codex

MRLs.

Additionally, the Codex has established MRLs for bixafen in oron cattle, fatat 2 ppm;
cattle, meat byproducts at 4 ppm; cattle, muscle at 2 ppm; goat, fat at 2 ppm; goat, meat
byproducts at 4 ppm; goat, muscle at 2 ppm; horse, fat at 2 ppm; horse, meat byproducts at 4
ppm; horse, muscle at 2 ppm; milkat0.2 ppm; sheep, fatat2 ppm; sheep, meat byproductsat4
ppm; and sheep, muscle at 2 ppm. These MRLs are significantly higher than the tolerances being
established for bixafen on the same commodities in the United States. The U.S. tolerances are
based on calculated dietary burden that supports alower residue level in fat, muscle, and meat
byproducts commodities. Therefore, these tolerances are not harmonized because such high
tolerances could maskinstances of misuse by U.S. growers. Asnotedinthe nextsection,the
Agencyis not establishing tolerances for milk fats and poultry commodities in harmony with
Codex MRLs for milk fats, poultry, edible offal, poultry fats, and poultry meat because the
Agency hasdetermined that use consistent with the approved pesticide will notresultin
residuesin milk fats and poultry commodities.

C. Revisions to Petitioned-For Tolerances



Several proposedtolerances requested by the petitioner are different from those being
established by EPA. For soybean seed; peanut; peanut, hay; vegetable, tuberous and corm
(subgroup 1C); and vegetable, root, subgroup 1A, tolerance values were calculated using the
Organization for Economic Cooperation and Development (OECD) tolerance calculation
procedures and field trial residue data. The combination provided adifferent tolerance value
than the proposedvalues. EPAis establishingatolerance forgrain, cereal, group 15, exceptrice
and grainsorghum at 0.40 ppminstead of 0.15 ppm and for grain, cereal, forage, fodderand
straw, group 16, exceptrice at 20 ppm, ratherthan the requested tolerances forforage at4.0
ppm, hay at 5.0 ppm, stoverat 6.0 ppm, straw at 7.0 ppmin orderto harmonize with Codex
MRLs. Since the tolerance of 20 ppm forgroup 16 covers the residues on forage, hay, stover,
and straw forms of the group 16 commodities, EPA has determined that separate tolerances are
unnecessary.

Additionally, while tolerances were proposed on liver and kidney for livestock
commodities, EPA is establishing tolerances on meat byproducts, which are inclusive of kidney
and liver. EPAis further establishing lowertolerances forresiduesin fat, muscle and meat
byproductsin cattle, based on the calculated dietary burdens paired with low residue transfer
ratesintoruminantcommodities. The tolerance on milkis also established ata lowerlevel(0.04
ppmversus the 0.10 ppm proposed tolerance). This recommendationisalso based on the
calculated dietary burdens paired with low residue transfer rates into ruminant commodities.

Under EPA’sregulations (40CFR 180.6), EPA assessed whetherresidues on raw
agricultural commodities would resultin possibleresidues entering the diet of man through the
ingestion of milk, eggs, meat,and/or poultry produced by animals fed agricultural products
bearingsuchresidues. Asaresultof that assessment, EPA determined that quantifiable

residues are expected in commodities from cattle, horses, goats, and sheep and is establishing



tolerances forresiduesinfat, muscle and meat byproductsin horse, goatand sheep. EPAalso
determined thatthereis noreasonable expectation of residues in oron milk fats and poultry

products; therefore, notolerances on milk fats and poultry commodities are needed.

Additionally, the proposed use and associated tolerance on Rapeseed subgroup 20A
(canola) was subsequently withdrawn by the petitioner; therefore, the Agencyis not
establishing atolerance onthatsubgroup because itis not needed.

The Agency is not establishing atolerance for peanut, refined oil as requested because
the residue dataindicate thatanticipated residuesinthe peanut, refined oil are lowerthan, and
will be covered by, the tolerance for peanut.

Finally, the Agencyis establishing atolerance forradish, tops, even though it was not
requested by the petitioner. Under EPA’s regulations (40 CFR 180.40(f)(1)(i)(B)), EPA will not
establish acrop group tolerance unless all necessary tolerances are established, including
tolerances forraw commodities not covered by the crop group and derivative of commoditiesin
the group. Inthis case, EPAis establishingatolerance forrootvegetables, subgroup 1A, which
includesradish. Due to the presence of residues on radish tops, EPA is establishing anecessary
tolerance onradish topsto facilitate the establishment of the subgroup 1A tolerance.

V. Conclusion

Therefore, tolerances are established for residues of bixafenin oron beet, sugar, dried
pulpat 1.0 ppm; cattle, fat at 0.08 ppm; cattle, meat byproducts at 0.40 ppm; cattle, muscle at
0.08 ppm; goat, fat at 0.08 ppm; goat, meat byproducts at 0.40 ppm; goat, muscle at 0.08 ppm;
grain, aspirated grain fractions at 80 ppm; grain, cereal, forage, fodder, and straw, group 16,
exceptrice at 20 ppm; grain, cereal, group 15, exceptrice and grain sorghumat 0.40 ppm;
horse, fatat 0.08 ppm; horse, meat byproducts at 0.40 ppm; horse, muscle at 0.08 ppm; milk at

0.04 ppm; peanutat 0.01 ppm; peanut, hay at 8.0 ppm; radish, tops at 3.0 ppm; sheep, fat at



0.08 ppm; sheep, meat byproducts at 0.40 ppm; sheep, muscle at0.08 ppm; sorghum, grain,
grain at 3.0 ppm; soybean, hullsat 0.15 ppm; soybean, seed at 0.04 ppm; vegetable, root
subgroup 1A at 0.30 ppm; and vegetable, tuberous and corm subgroup 1C at 0.01 ppm.
VI. Statutory and Executive Order Reviews

This action establishes tolerances under FFDCA section 408(d) in response to a petition
submitted tothe Agency. The Office of Managementand Budget (OMB) has exempted these
types of actions from review under Executive Order 12866, entitled “Regulatory Planning and
Review” (58 FR 51735, October4, 1993). Because this action has been exempted from review
under Executive Order 12866, this actionis not subject to Executive Order 13211, entitled
“Actions Concerning Regulations That Significantly Affect Energy Supply, Distribution, or Use”
(66 FR 28355, May 22, 2001) or Executive Order 13045, entitled “Protection of Children from
Environmental Health Risks and Safety Risks” (62 FR 19885, April 23, 1997), norisit considereda
regulatory action under Executive Order 13771, entitled “Reducing Regulations and Controlling
Regulatory Costs” (82 FR 9339, February 3, 2017). This action does not contain anyinformation
collections subjectto OMB approval underthe Paperwork Reduction Act (PRA) (44 U.S.C. 3501
et seq.), nor doesitrequire any special considerations under Executive Order 12898, entitled
“Federal Actions to Address EnvironmentalJustice in Minority Populations and Low-Income
Populations” (59FR 7629, February 16, 1994).

Since tolerances and exemptions that are established on the basis of a petition under
FFDCA section 408(d), such as the tolerancesin thisfinal rule, do notrequire the issuance of a

proposedrule, the requirements of the Regulatory Flexibility Act (RFA) (5U.S.C. 601 et seq.), do

not apply.

This action directly regulates growers, food processors, food handlers, and food

retailers, not States ortribes, nordoesthisaction alterthe relationships ordistribution of power



and responsibilities established by Congressinthe preemption provisions of FFDCA section
408(n)(4). Assuch, the Agency has determinedthatthisaction will not have asubstantial direct
effecton Statesor tribal governments, on the relationship between the nationalgovernment
and the States or tribal governments, oron the distribution of power and responsibilities among
the various levels of government orbetween the Federal Governmentand Indian tribes. Thus,
the Agency has determined that Executive Order 13132, entitled “Federalism” (64 FR 43255,
August 10, 1999) and Executive Order 13175, entitled “Consultation and Coordination with
Indian Tribal Governments” (65 FR 67249, November9, 2000) do not apply tothisaction. In
addition, this action does notimpose any enforceable duty or contain any unfunded mandate as

described underTitle Il of the Unfunded Mandates Reform Act (UMRA) (2 U.S.C. 1501 et seq.).

This action does notinvolve any technical standards that would require Agency
consideration of voluntary consensus standards pursuant to section 12(d) of the National
Technology Transferand Advancement Act (NTTAA) (15 U.S.C. 272 note).

VII. Congressional Review Act

Pursuantto the Congressional Review Act (5U.S.C. 801 et seq.), EPAwill submitareport
containingthisrule and otherrequiredinformation to the U.S. Senate, the U.S. House of
Representatives, and the Comptroller General of the United States priorto publication of the

rule inthe Federal Register. This action is not a “major rule” as defined by 5 U.S.C. 804(2).



List of Subjectsin 40 CFR Part 180

Environmental protection, Administrative practice and procedure, Agricultural

commodities, Pesticides and pests, Reporting and recordkeeping requirements.

Dated: November 13, 2018.

Donna Davis,
Acting Director, Registration Division, Office of Pesticide Programs.



Therefore, 40CFR chapter | isamended as follows:
PART 180--[AMENDED]

1. The authority citation for part 180 continuestoread as follows:

Authority: 21 U.S.C. 321(q), 346a and 371.

2. Add § 180.702 to subpartC to read as follows:

§ 180.702 Bixafen; tolerances for residues.

(a) General. (1) Tolerances are established forresidues of the fungicide bixafen,
includingits metabolites and degradates, in oron the commoditiesinthe table below.
Compliance with the tolerancelevels specified below is to be determined by measuring only
bixafen, N-(3,4-dichloro-5-fluorobiphenyl-2-yl)-3-(difluoromethyl)-1-methyl pyrazole-4-

carboxamide, in oron the commodity.

Commodity Parts per million

Beet, sugar, dried pulp 1.0
Grain, aspirated grain fractions 80
Grain, cereal, forage, fodder, and straw, 20
group 16, exceptrice

Grain, cereal, group 15, exceptrice and 0.40
grainsorghum

Peanut 0.01
Peanut, hay 8.0
Radish, tops 3.0
Sorghum, grain, grain 3.0
Soybean, hulls 0.15
Soybean, seed 0.04
Vegetable, root, subgroup 1A 0.30
Vegetable, tuberous and corm, subgroup 0.01

1C

(2) Tolerances are established forresidues of the fungicide bixafen, includingits

metabolites and degradates, in oron the commoditiesinthe table below. Compliance with the

tolerance levels specified belowis to be determined by measuring only the sum of bixafen, N-




(3,4-dichloro-5-fluorobiphenyl-2-yl)-3-(difluoromethyl)-1-methylpyrazole-4-carboxamide, and its

desmethyl metabolite, N-(3',4'-dichloro-5-fluoro[1,1'-biphenyl]-2-yl)-3-(difluoromethyl)- 1H-

pyrazole-4-carboxamide, calculated as the stoichiometricequivalent of bixafen, in oron the

commodity.
Commodity Parts per million

Cattle, fat 0.08
Cattle, meat byproducts 0.40
Cattle, muscle 0.08
Goat, fat 0.08
Goat, meat byproducts 0.40
Goat, muscle 0.08
Horse, fat 0.08
Horse, meat byproducts 0.40
Horse, muscle 0.08
Milk 0.04
Sheep, fat 0.08
Sheep, meat byproducts 0.40
Sheep, muscle 0.08

(b) Section 18 emergency exemptions. [Reserved]
(c) Tolerances with regionalregistrations. [Reserved]
(d) Indirect or inadvertentresidues. [Reserved]
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